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Summary {#efs25592-sec-0001}
=======

In 2012, when the European Food Safety Authority (EFSA) reviewed the existing Maximum Residue Levels (MRLs) for spinosad according to Article 12 of Regulation (EC) No 396/2005, EFSA identified some information as unavailable (data gaps) and derived tentative MRLs for those uses which were not fully supported by data but for which no risk to consumers was identified. The following data gaps were noted: Four additional residues trials on raspberries supporting the southern outdoor Good Agricultural Practice (GAP) on cane fruits and four additional residues trials on raspberries supporting the indoor GAP on cane fruits;Four residue trials supporting the indoor GAP on swedes and/or turnips;Two additional residues trials performed on cauliflower supporting the southern outdoor GAP on cauliflower and broccoli;Four residue trials supporting the northern outdoor GAP on globe artichoke;Studies about the nature of residues in processed commodities. It should be noted, that such studies are necessary for spinach and cereal grains in particular which are the main contributors to the exposure calculation and usually processed before consumption;A poultry feeding study in order to derive appropriate MRLs and conversion factors for this group of livestock.

Tentative MRL proposals have been implemented in the MRL legislation by Commission Regulation (EU) No 2015/603, including footnotes related to data gaps numbers 3, 4, 5 and 6 indicating the type of confirmatory data that should be provided by a party having an interest in maintaining the proposed tentative MRL by 17 April 2017. Data gap number 1 was not implemented in the MRL regulation, because risk managers decided to set an alternative MRL for blackberries, dewberries and raspberries which was sufficiently supported by data. Data gap number 2 was also not implemented and the MRL for swedes and turnips were kept at the limit of quantification (LOQ) of 0.02 mg/kg.

In accordance with the agreed procedure set out in the working document SANTE/10235/2016, Dow AgroSciences Ltd submitted an application to the competent national authority in the Netherlands (rapporteur Member State (RMS)) to evaluate the confirmatory data identified during the MRL review. The RMS assessed the new information in an evaluation report, which was submitted to the European Commission and forwarded to EFSA on 1 June 2018.

In the current document, the new data were assessed by EFSA in view of their impact on the previously performed risk assessment and their impact on existing tentative MRLs.

It is highlighted that EFSA has recently published the conclusion on the peer review of the pesticide risk assessment of the active substance spinosad under Regulation (EC) No 1077/2009. In the EFSA conclusion, revised residue definitions for risk assessment were proposed on a provisional basis and an acute reference dose (ARfD) was derived for spinosad, which was not in place at the time of the MRL review.

The consumer risk assessment in the framework of this reasoned opinion was performed for the residue definitions derived in the MRL review. The chronic risk assessment for spinosad was updated, including the updated input values derived for the crops under consideration; EFSA also performed an acute risk assessment, taking into account the new ARfD for spinosad.

The summary table below provides an overview of the assessment of the confirmatory data requested under the MRL review and the recommended MRL modifications to Regulation (EU) No 396/2005.

The MRLs for spinosad and the consumer risk assessment should be reconsidered in the future, taking into account the outcome of the detailed evaluation of the information that needs to be provided to address the data gaps identified in the framework of the EU pesticides peer review (renewal for spinosad) and the conclusion on residue definitions.Code[(a)](#efs25592-note-1006){ref-type="fn"}CommodityExisting MRL[(b)](#efs25592-note-1007){ref-type="fn"}Proposed MRLConclusion/recommendation**Enforcement residue definition:** Spinosad (spinosad, sum of spinosyn A and spinosyn D)[(F)](#efs25592-note-1008){ref-type="fn"}0241000Flowering brassica2 ([ft 1](#efs25592-note-1009){ref-type="fn"})0.8 (further risk management consideration required)The data gap identified by EFSA has been addressed. Based on the available data on broccoli and cauliflowers, a lower MRL of 0.5 mg/kg is derived for the SEU use on flowering brassica. It is highlighted that in the MRL review EFSA derived a MRL proposal of 0.8 mg/kg for the NEU use on flowering brassica, which was fully supported by data. Thus, data would justify the lowering of the existing MRL. According to the results of the risk assessment performed for the residue definitions derived under the MRL review, a risk for the consumers is unlikely. In the risk management discussion on the lowering of the current MRL, the following points should be noted: Member States may have granted authorisations for more critical uses than the ones assessed in this reasoned opinion which require maintaining the existing MRL of 2 mg/kg.The short‐term exposure calculated with the MRL of 2 mg/kg exceeds the ARfD derived in the framework of the process of renewal of spinosad (EU peer review) (117% of the ARfD for cauliflower and 132% of the ARfD for broccoli).A detailed risk assessment taking into account the residue trials supporting the authorised uses is therefore required0241010Broccoli2 ([ft 1](#efs25592-note-1009){ref-type="fn"})0241020Cauliflower2 ([ft 1](#efs25592-note-1009){ref-type="fn"})0241990Others flowering brassica2 ([ft 1](#efs25592-note-1009){ref-type="fn"})0252010Spinaches15 ([ft 2](#efs25592-note-1010){ref-type="fn"})Further risk management consideration requiredThe data gap identified by EFSA concerning investigation on the nature of residues of spinosad in processing products has been addressed. The current MRL of 15 mg/kg is sufficiently supported by data. A long‐term risk for the consumers is unlikely, considering the residue definition for risk assessment in plants and animals derived in the MRL review. Considering the ARfD derived recently in the framework of the process of renewal of spinosad (EU peer review), an acute intake concern was identified. Further risk management measures are recommended0270050Globe artichokes0.15 ([ft 1](#efs25592-note-1009){ref-type="fn"})0.15The data gap identified by EFSA has been addressed. The MRL is confirmed. According to the results of the risk assessment performed for the residue definitions derived under the MRL review, a risk for the consumers is unlikely0500000Cereals2 ([ft 2](#efs25592-note-1010){ref-type="fn"})2The data gap identified by EFSA concerning investigation on the nature of residues of spinosad in processing products has been addressed. The MRL is confirmed. According to the risk assessment performed for the residue definitions derived under the MRL review, a risk for the consumers is unlikely0500010Barley2 ([ft 2](#efs25592-note-1010){ref-type="fn"})20500020Buckwheat2 ([ft 2](#efs25592-note-1010){ref-type="fn"})20500030Maize/corn2 ([ft 2](#efs25592-note-1010){ref-type="fn"})20500040Common millet2 ([ft 2](#efs25592-note-1010){ref-type="fn"})20500050Oat2 ([ft 2](#efs25592-note-1010){ref-type="fn"})20500060Rice2 ([ft 2](#efs25592-note-1010){ref-type="fn"})20500070Rye2 ([ft 2](#efs25592-note-1010){ref-type="fn"})20500080Sorghum2 ([ft 2](#efs25592-note-1010){ref-type="fn"})20500090Wheat2 ([ft 2](#efs25592-note-1010){ref-type="fn"})20500990Others cereals2 ([ft 2](#efs25592-note-1010){ref-type="fn"})21016010Poultry, muscle0.2 ([ft 3](#efs25592-note-1011){ref-type="fn"})0.03 (further risk manager consideration required)The data gap identified by EFSA concerning a feeding study in poultry has been partially addressed. The new study was provided but it does not allow deriving conversion factors (CF) for risk assessment for poultry liver and eggs since the samples have not been analysed for the two metabolites included in the residue definition for risk assessment (i.e. *O*‐demethylated spinosyn D and *N*‐demethylated spinosyn D). According to the risk assessment performed for the residue definitions derived under the MRL review and the tentative CFs derived from the metabolism studies, a risk for the consumers is unlikely. The feeding study suggests to lower the existing MRLs for products of poultry origin. These proposals cover the CXLs for poultry fat (0.2 mg/kg) and eggs (0.01 mg/kg). Further risk management considerations needed, taking into account that the data gap was only partially addressed1016020Poultry, fat1 ([ft 3](#efs25592-note-1011){ref-type="fn"})0.3 (further risk manager consideration required)1016030Poultry, liver0.2 ([ft 3](#efs25592-note-1011){ref-type="fn"})0.06 (further risk manager consideration required)1016040Poultry, kidney0.02[\*](#efs25592-note-1005){ref-type="fn"}0.01[\*](#efs25592-note-1005){ref-type="fn"} (further risk manager consideration required)1016050Poultry, edible offal10.3 (further risk manager consideration required)1016990Poultry, other tissues0.02[\*](#efs25592-note-1005){ref-type="fn"}0.01[\*](#efs25592-note-1005){ref-type="fn"} (further risk manager consideration required)1030000Birds eggs0.2 ([ft 3](#efs25592-note-1011){ref-type="fn"})0.05 (further risk manager consideration required)0231020Sweet peppers/bell peppers2Further risk management consideration requiredEFSA confirms the previously derived recommendation (EFSA conclusion) to review of the MRLs for the mentioned commodities because a potential short‐term consumer health risk cannot be excluded, considering the recently derived ARfD0251020Lettuces100251030Escaroles/broad‐leaved endives100252030Chards/beet leaves150255000Witloofs/Belgian endives10[^1][^2][^3][^4][^5][^6][^7][^8]

Assessment {#efs25592-sec-0003}
==========

The review of existing maximum residue levels (MRLs) for the active substance spinosad[1](#efs25592-note-1012){ref-type="fn"} according to Article 12 of Regulation (EC) No 396/2005[2](#efs25592-note-1013){ref-type="fn"} (MRL review) has been performed in 2012 (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"},[b](#efs25592-bib-0002){ref-type="ref"}). The European Food Safety Authority (EFSA) identified some information as unavailable (data gaps) and derived tentative MRLs for those uses not fully supported by data but for which no risk to consumers was identified.

Following the review of existing MRLs, the legal limits have been modified by Commission Regulation (EU) No 2015/603[3](#efs25592-note-1014){ref-type="fn"}, including footnotes for the tentative MRLs that specified the type of information that was identified as missing. Any party having an interest in maintaining the proposed tentative MRL was requested to address the confirmatory data by 17 April 2017.

In accordance with the specific provisions set out in the working document of the European Commission SANTE/10235/2016 (European Commission, [2016](#efs25592-bib-0016){ref-type="ref"}), the applicant, Dow AgroSciences Ltd, submitted an application to the competent national authority in the Netherlands (designated rapporteur Member State (RMS)) to evaluate the confirmatory data identified during the MRL review. To address the data gaps identified by EFSA, the applicant provided residue field trials on flowering brassica and globe artichokes, a study investigating the nature of residues in processed commodities, processing studies in spinaches and cereals and a poultry feeding study. It is noted that all these data except the processing studies on cereals were also assessed in the peer review in the context of the renewal of the approval of spinosad (EFSA, [2018](#efs25592-bib-0004){ref-type="ref"}). The applicant also submitted information related to cucurbits with edible and inedible peel in order to address data gaps relevant for national authorisations of plant protection products containing spinosad. Since this information is not expected to have an impact on the existing MRLs, they have not been assessed under the current application.

EFSA recently finalised the peer review related to the renewal of the approval of the spinosad under Regulation (EC) No 1107/2009 and published the EFSA conclusion in May 2018 (EFSA, [2018](#efs25592-bib-0004){ref-type="ref"}). A decision on the renewal of the approval has not yet been taken.

EFSA based its assessment on the evaluation report submitted by the RMS (Netherlands, [2018](#efs25592-bib-0022){ref-type="ref"}), the reasoned opinion on the MRL review and the conclusion on the peer of the pesticide risk assessment of the active substance spinosad in accordance with Regulation (EC) No 1107/2009 (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"}, [2018](#efs25592-bib-0004){ref-type="ref"}) and additional assessments of spinosad performed after the MRL review (EFSA, [2012b](#efs25592-bib-0002){ref-type="ref"}, [2013](#efs25592-bib-0003){ref-type="ref"}). For this application, the data requirements established in Regulation (EU) No 544/2011[4](#efs25592-note-1015){ref-type="fn"} and the relevant guidance documents at the date of publication of the confirmatory data requirements by Regulation (EU) No 2015/603 are applicable. The assessment is performed in accordance with the legal provisions of the Uniform Principles for the Evaluation and the Authorisation of Plant Protection Products adopted by Commission Regulation (EU) No 546/2011[5](#efs25592-note-1016){ref-type="fn"}.

A detailed description of the good agricultural practices (GAPs) for the uses of spinosad, which are relevant for the confirmatory data evaluation, is reported in Appendix [A](#efs25592-sec-1001){ref-type="sec"}. The applicant proposed a slightly revised GAP with a higher application rate of 120 g/ha compared to the European Union (EU) GAPs on globe artichokes assessed in the MRL review (application rate was 100 g/ha) and three instead of four applications for the Southern EU use.

An updated list of end points, including the end points of relevant studies assessed previously and the confirmatory data evaluated in this application, is presented in Appendix [B](#efs25592-sec-1002){ref-type="sec"}. It is highlighted that in the framework of the EU pesticides peer review of spinosad (renewal of the approval), the derivation of an acute reference dose (ARfD) was considered necessary and that more complex residue definitions for risk assessment for plant and animal commodities were proposed (EFSA, [2018](#efs25592-bib-0004){ref-type="ref"}). The application to assess the confirmatory data was submitted before the EFSA conclusion was the published.

The evaluation report submitted by the RMS (Netherlands, [2018](#efs25592-bib-0022){ref-type="ref"}) and the exposure calculation using the EFSA pesticides Residues Intake Model (PRIMo) are considered a supporting document to this reasoned opinion and, thus, are made publicly available as a background document to this reasoned opinion.

1. Residues in plants {#efs25592-sec-0004}
=====================

1.1. Nature of residues and methods of analysis in plants {#efs25592-sec-0005}
---------------------------------------------------------

### 1.1.1. Nature of residues in primary crops {#efs25592-sec-0006}

Not relevant for the current assessment.

### 1.1.2. Nature of residues in rotational crops {#efs25592-sec-0007}

Not relevant for the current assessment.

### 1.1.3. Nature of residues in processed commodities {#efs25592-sec-0008}

In order to address data gap number 5,[6](#efs25592-note-1017){ref-type="fn"} a study investigating the effect of processing on the nature of spinosad residues was submitted. This study was previously assessed in the framework of the EU pesticides peer review renewal process (EFSA, [2018](#efs25592-bib-0004){ref-type="ref"}). Spinosyn A and spinosyn D, the two components of spinosad, were individually tested and found to be stable under pasteurisation, boiling and baking conditions. Under sterilisation conditions, they degraded to form the 17‐pseudoaglycone spinosyn A and 17‐pseudoaglycone spinosyn D (up to 14% of applied radioactivity).

The confirmatory data related to the investigation on the nature of residues in processed products (data gap number 5) was formally addressed.

### 1.1.4. Methods of analysis in plants {#efs25592-sec-0009}

Not relevant for the current assessment.

### 1.1.5. Stability of residues in plants {#efs25592-sec-0010}

Not relevant for the current assessment.

### 1.1.6. Proposed residue definitions {#efs25592-sec-0011}

For the current assessment of confirmatory data (MRL review), the residue definition for enforcement and risk assessment derived for in the framework of the MRL review is still applicable (i.e. 'sum of spinosyn A and spinosyn D') (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"}).

It is noted that based on new metabolism studies conducted with spinosyn A and D on tomatoes and cabbages which were found to produce a different metabolic pattern compared to the findings of the previously assessed metabolism studies (assessed in the framework of the MRL review), the EU pesticides peer review provisionally proposed a more complex residue definition for risk assessment in plants, i.e. 'sum of spinosyn A, spinosyn D, spinosyn B, spinosyn K' (EFSA, [2018](#efs25592-bib-0004){ref-type="ref"}). Since the residue definition was proposed on a provisional basis and certain supporting data are still missing, a formal decision on the implementation of the residue definition and timelines for submitting the supporting information needs to be agreed with risk managers.

1.2. Magnitude of residues in plants {#efs25592-sec-0012}
------------------------------------

### 1.2.1. Broccoli and cauliflower {#efs25592-sec-0013}

In order to address data gap number 3,[7](#efs25592-note-1018){ref-type="fn"} the applicant provided two additional residue trials on broccoli and two additional residue trials on cauliflowers conducted in the SEU. The residue trials were previously assessed in the framework of the renewal of the approval of spinosad (EU pesticides peer review) (EFSA, [2018](#efs25592-bib-0004){ref-type="ref"}).

Both the old and new residue trials on cauliflowers were conducted with a lower number of applications (3 instead of 4) compared to the critical GAP assessed in the MRL review. Trials on broccoli were fully compliant with the authorised GAP (i.e. 4 applications). Some of the residue trials were designed as decline studies, with samples taken before the last application of spinosad and different intervals after the last treatment. Considering that in the residue decline studies no quantifiable residues were found (\< 0.02 mg/kg) before the last application, the additional application is not expected to significant impact the final residues of spinosad at harvest and the deviation was accepted (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"}, [2018](#efs25592-bib-0004){ref-type="ref"}).

Based on the combined data set of available residue data on broccoli and cauliflowers, EFSA concluded that a lower MRL of 0.5 mg/kg for the SEU use on flowering brassica is appropriate.

### 1.2.2. Globe artichoke {#efs25592-sec-0014}

As regards data gap number 4,[8](#efs25592-note-1019){ref-type="fn"} new residue trials were not submitted. Instead, the applicant provided a revised GAP (see Appendix [A](#efs25592-sec-1001){ref-type="sec"}) and referred to the residue trials previously assessed in the framework of the renewal of the approval of spinosad (EU pesticides peer review) (EFSA, [2018](#efs25592-bib-0004){ref-type="ref"}). Results from NEU and SEU residue trials were combined to derive a more robust MRL, since they were demonstrated to belong to the same statistical population.

The available residue trials confirmed the previously derived tentative MRL of 0.15 mg/kg.

1.3. Magnitude of residues in processed commodities {#efs25592-sec-0015}
---------------------------------------------------

Data on the magnitude of residues in processed commodities were not requested as confirmatory data in Regulation (EU) No 2015/603. However, it should be noted that in the framework of the renewal of the approval of spinosad processing studies in spinaches were assessed (EFSA, [2018](#efs25592-bib-0004){ref-type="ref"}). Under this application, additional processing studies investigating the magnitude of residues in cereals were submitted (Netherlands, [2018](#efs25592-bib-0022){ref-type="ref"}).

Samples of wheat and barley treated post‐harvest with a dose equivalent to 0.99 g/tonnes were then processed (milling for wheat and barley; malting and brewing for barely) and analysed for spinosyn A and spinosyn D. In the processed products, a concentration of spinosad residues (sum of spinosyn A and spinosyn D) was not observed. An additional processing study on wheat, maize and rice after foliar use (3 applications at 1,064 g/ha) was not considered valid since samples were stored for a period exceeding the demonstrated storage stability.

Due to the limited number of processing studies, EFSA does not recommend to include the derived PF factors in Annex VI of Regulation (EC) No 396/2005.

1.4. Proposed MRLs {#efs25592-sec-0016}
------------------

The previously derived tentative MRL for globe artichokes is confirmed; the data submitted in support of broccoli and cauliflowers suggested a lower MRL for the authorised SEU use which may be extrapolated to the whole group of flowering brassica. It is noted that the authorised NEU use on flowering brassica assessed in the MRL review, which was fully supported by data, resulted in a higher MRL (0.8 mg/kg).

The confirmatory data submitted for spinaches and cereals do not have an impact on the MRL levels.

2. Residues in livestock {#efs25592-sec-0017}
========================

2.1. Nature of residues {#efs25592-sec-0018}
-----------------------

No new information was requested as confirmatory data in the framework of the MRL review (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"}); the following residue definitions were derived for food of animal origin:

Ruminants: the residue for both enforcement and risk assessment in ruminants was defined as 'spinosad (sum of spinosyn A and spinosyn D)'.

Poultry: the residue for enforcement and risk assessment was defined as 'spinosad (sum of spinosyn A and spinosyn D)', except for poultry liver and eggs, for which the risk assessment residue definition was proposed as 'spinosad (sum of spinosyn A, spinosyn D, *O*‐demethylated spinosyn D and *N*‐demethylated spinosyn D)'. Tentative conversion factors for risk assessment of 4 (poultry liver) and 1.5 (eggs) were derived from the metabolism studies.

It is noted that in the context of the renewal of the approval for spinosad (peer review process), more complex residue definitions for risk assessment were proposed on a provisional basis for animal products, i.e. sum of 'spinosyn A, spinosyn D, spinosyn B and *N*‐demethyl spinosyn D' for poultry; and 'sum of spinosyn A, spinosyn D, spinosyn B, *N*‐demethyl spinosyn D and MET A‐Li‐4(5b)' for ruminants (EFSA, [2018](#efs25592-bib-0004){ref-type="ref"}). Since the residue definitions were proposed on a provisional basis and certain supporting data are still missing, a formal decision on the implementation of the residue definition and timelines for submitting the supporting information needs to be agreed with risk managers.

For the current assessment of the confirmatory data identified in the MRL review, the previously derived residue definitions (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"}) are considered to be still applicable.

2.2. Methods of analysis in livestock {#efs25592-sec-0019}
-------------------------------------

No new information was requested as confirmatory data in the framework of the MRL review.

2.3. Magnitude of residues in livestock {#efs25592-sec-0020}
---------------------------------------

In order to address data gap number 6,[9](#efs25592-note-1020){ref-type="fn"} the applicant provided a poultry feeding study which was previously assessed in the framework of the process of renewal of spinosad (peer review process) (EFSA, [2018](#efs25592-bib-0004){ref-type="ref"}).

Laying hens were dosed at levels of 0.1, 0.3, 1 and 5 mg/kg in feed for 41 days (equivalent to 0.007, 0.020, 0.068 and 0.340 mg/kg body weight (bw) per day), representing 0.1N, 0.3N, 0.9N and 4.7N of the estimated maximum dietary burden in poultry (0.078 mg/kg bw, EFSA, [2013](#efs25592-bib-0003){ref-type="ref"}).

Samples of muscle, fat, liver and eggs were analysed for spinosyn A and spinosyn D. The study was appropriate to derive MRL proposals in poultry tissues and eggs. However, since the samples of liver and eggs were not analysed for the metabolites *O*‐demethylated spinosyn D and *N*‐demethylated spinosyn D, the study does not allow deriving conversion factors (CF) for risk assessment for poultry liver and eggs.

Overall, the data gap identified in the MRL review has been only partially addressed.

### 2.3.1. Proposed MRLs {#efs25592-sec-0021}

Based on the findings of the feeding study on poultry and considering the maximum dietary burden estimated in the framework of the MRL review, EFSA concluded that the tentative MRLs set for commodities of poultry origin under Regulation (EU) 2015/603 may be lowered.

A validated analytical method is available to enforce MRLs at or above the limit of quantification (LOQ) of 0.01 mg/kg (combined LOQ for the sum of spinosyn A and D) (EFSA, [2018](#efs25592-bib-0004){ref-type="ref"}).

For poultry liver and eggs, CF for risk assessment could not be derived from the feeding study submitted. EFSA proposed to apply the CF used in the framework of the MRL review until a final residue definition for poultry products is established.

3. Consumer risk assessment {#efs25592-sec-0022}
===========================

In the framework of the MRL review a comprehensive long‐term exposure assessment was performed with revision 2 of the EFSA PRIMo taking into account the existing uses of spinosad at the EU level and the CXLs set for certain commodities (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"}). EFSA now updated this risk assessment with the median residue values for flowering brassica, globe artichokes and poultry products derived in the current assessment and the median residue values proposed by EFSA in reasoned opinions approved after the MRL review (EFSA, [2012b](#efs25592-bib-0002){ref-type="ref"}, [2013](#efs25592-bib-0003){ref-type="ref"}). To accommodate for the risk assessment residue definition for poultry liver and eggs, the conversion factor derived from the metabolism study was used (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"}). The estimated long‐term dietary intake of spinosad was in the range of 4--60% of the ADI (WHO Cluster diet B).

In 2013, when the most recent consumer risk assessment was performed, the setting of an acute reference dose was not considered necessary. However, in the meantime, in the framework of the renewal of the approval of spinosad (EU pesticides peer review) an ARfD of 0.1 mg/kg bw was proposed (EFSA, [2018](#efs25592-bib-0004){ref-type="ref"}), which has not yet been formally adopted by the European Commission. EFSA performed an acute risk assessment for the crops under consideration for confirmatory data. The calculated short‐term exposure to residues in flowering brassica, globe artichokes and poultry products did not exceed the ARfD. For spinaches, an exceedance of the ARfD was noted (181% of the ARfD).

For further details on the exposure calculations, a screenshot of the Report sheet of the PRIMo is presented in Appendix [C](#efs25592-sec-1003){ref-type="sec"}.

EFSA also confirms the results of the acute risk assessment presented in the EFSA conclusion (EFSA, [2018](#efs25592-bib-0004){ref-type="ref"}) with regard to certain uses assessed under the MRL review, for which an exceedance of the ARfD was identified, i.e. peppers (108%), lettuces (141%), scarole (498%), beet leaves/chard (141%) and witloofs (264%).

4. Conclusion and Recommendations {#efs25592-sec-0023}
=================================

In order to address data gaps identified in the framework of the MRL review, the applicant submitted residue trials on globe artichokes, flowering brassica, a study investigating the effect of processing on the nature of spinosad residues and a poultry feeding study. The data gaps are considered to be addressed, except the information needed to derive CF for risk assessment for poultry liver and eggs to replace the tentative conversion factors obtained from the metabolism study. The new information provided justifies the lowering of the MRLs for flowering brassica and products of poultry origin. The previously derived tentative MRLs for globe artichokes and cereals are confirmed.

The chronic risk assessment performed for spinosad was updated; EFSA also performed an acute risk assessment, taking into account the acute reference dose (ARfD) derived for spinosad during the process of renewal of the approval of the active substance (EU pesticides peer review). Since for spinach a potential acute consumer intake concern was identified, the lowering of the existing MRL is recommended. For the remaining commodities assessed under this application (globe artichokes, flowering brassica, products derived from poultry), a consumer intake concern was not identified.

For a number of additional commodities for which MRLs have been established previously but which are not subject of the current assessment, EFSA also recommends a re‐evaluation taking into account the results of the acute risk assessment based on the recently derived ARfD.

The MRLs for spinosad and the consumer risk assessment should be reconsidered taking into account the outcome of the detailed evaluation of the information that needs to be provided to address the data gaps identified in the framework of the EU pesticides peer review (renewal for spinosad) and the conclusion on residue definitions.

The overview of the assessment of confirmatory data and the recommended MRL modifications are summarised in Appendix [B.4](#efs25592-sec-0040){ref-type="sec"}.

Abbreviations {#efs25592-sec-0024}
=============

a.s.active substanceADIacceptable daily intakeARfDacute reference doseBBCHgrowth stages of mono‐ and dicotyledonous plantsbwbody weightCFconversion factor for enforcement to risk assessment residue definitionCXLCodex maximum residue limitDARdraft assessment reportDATdays after treatmentFAOFood and Agriculture Organization of the United NationsGAPGood Agricultural PracticeHRhighest residueIEDIinternational estimated daily intakeIESTIinternational estimated short‐term intakeInChiKeyInternational Chemical Identifier KeyIUPACInternational Union of Pure and Applied ChemistryLOQlimit of quantificationMomonitoringMRLmaximum residue levelMSMember StatesNEUnorthern EuropeOECDOrganisation for Economic Co‐operation and DevelopmentPeelFpeeling factorPFprocessing factorPHIpreharvest intervalPRIMo(EFSA) Pesticide Residues Intake ModelRArisk assessmentRDresidue definitionRMSrapporteur Member StateSANCODirectorate‐General for Health and ConsumersSCsuspension concentrateSEUsouthern EuropeSTMRsupervised trials median residueTARtotal applied radioactivityWHOWorld Health Organization

Appendix A Summary of GAPs assessed in the evaluation of confirmatory data {#efs25592-sec-1001}
==========================================================================

 {#efs25592-sec-0025}

Crop and/or situationNEU, SEU, MS or countryF, G or I[(a)](#efs25592-note-1022){ref-type="fn"}Pests or group of pests controlledPreparationApplicationApplication rate per treatmentPHI (days)[(d)](#efs25592-note-1025){ref-type="fn"}RemarksType[(b)](#efs25592-note-1023){ref-type="fn"}Conc. a.s.Method kindRange of growth stages & season[(c)](#efs25592-note-1024){ref-type="fn"}Number min--maxInterval between application (min)g a.s./hL min--maxWater L/ha min--maxRateUnitBroccoliSEU (IT)FInsectsSC480 g/hLFoliarBBCH 19--49[(e)](#efs25592-note-1026){ref-type="fn"}1--4--0.10kg/ha3CauliflowersSEU (IT)FInsectsSC480 g/hLFoliarBBCH 19--49[(e)](#efs25592-note-1026){ref-type="fn"}1--4--0.10kg/ha3Globe artichokesNEUFInsectsSC480 g/hLFoliarBBCH 10--491--31412--40300--1,0000.120kg/ha7MRL review assessed a GAP with an application rate of 100 g/haSEUFInsectsSC480 g/hLFoliarBBCH 10--491--31412--40300--1,0000.120kg/ha7MRL review assessed a GAP with an application rate of 100 g/ha and with 4 applications[^9][^10][^11][^12][^13][^14]

Appendix B -- List of end points {#efs25592-sec-1002}
================================

B.1.. Residues in plants {#efs25592-sec-0026}
------------------------

### B.1.1.. Nature of residues and methods of analysis in plants {#efs25592-sec-0027}

#### B.1.1.1.. Residue definitions in plants {#efs25592-sec-0028}

The residue definition for risk assessment as established in the framework of the MRL review apply to the confirmatory data.

![](EFS2-17-e05592-g002.jpg "image")

#### B.1.1.2.. Stability of residues in plant {#efs25592-sec-0029}

Not relevant for the current application.

### B.1.2.. Magnitude of residues in plants {#efs25592-sec-0030}

#### B.1.2.1.. Summary of residues data from the supervised residue trials {#efs25592-sec-0031}

CommodityRegion/Indoor[(a)](#efs25592-note-1028){ref-type="fn"}Residue levels observed in the supervised residue trials (mg/kg)Comments/SourceCalculated MRL (mg/kg)HR[(b)](#efs25592-note-1029){ref-type="fn"} (mg/kg)STMR[(c)](#efs25592-note-1030){ref-type="fn"} (mg/kg)BroccoliSEUEFSA ([2012a](#efs25592-bib-0001){ref-type="ref"},[b](#efs25592-bib-0002){ref-type="ref"}): 0.05, 0.10, 0.14, [0.23]{.ul} EFSA ([2018](#efs25592-bib-0004){ref-type="ref"}): 0.20, 0.27Combined data set of residue trials on broccoli and cauliflowers. Trials on broccoli with 3 instead of 4 applications; the deviation was accepted and all trials were concluded as GAP compliant Underlined value, higher residue observed at a longer PHI Samples analysed for spinosyn A and D Extrapolation to the whole group of flowering brassica is possible0.50.270.11CauliflowersEFSA ([2012a](#efs25592-bib-0001){ref-type="ref"},[b](#efs25592-bib-0002){ref-type="ref"})[(e)](#efs25592-note-1032){ref-type="fn"}: 0.12 EFSA ([2018](#efs25592-bib-0004){ref-type="ref"}): \< 0.02, 0.02, \< 0.05Globe artichokeNEUEFSA ([2018](#efs25592-bib-0004){ref-type="ref"}): \< 0.02, 0.02, 0.04, [0.06]{.ul}Combined data set of NEU and SEU GAP‐compliant residue trials already assessed by EFSA ([2018](#efs25592-bib-0004){ref-type="ref"}). Underlined value, higher residue observed at a longer PHI Samples analysed for spinosyn A and D0.150.070.04SEUEFSA ([2018](#efs25592-bib-0004){ref-type="ref"}): \< 0.02, 0.03, 0.04, 0.07[^15][^16][^17][^18][^19][^20]

#### B.1.2.2.. Processing factors {#efs25592-sec-0032}

Processed commodityNumber of valid studies[(a)](#efs25592-note-1033){ref-type="fn"}Processing Factor (PF)Comment/SourceIndividual valuesMedian PFSpinach, cooked leaves20.6; 1.10.9Indicative[(b)](#efs25592-note-1034){ref-type="fn"} (EFSA, [2018](#efs25592-bib-0004){ref-type="ref"})Barley, pearled10.06--Indicative[(b)](#efs25592-note-1034){ref-type="fn"} (Netherlands, [2018](#efs25592-bib-0022){ref-type="ref"})Barley brewing, malt10.52--Indicative[(b)](#efs25592-note-1034){ref-type="fn"} (Netherlands, [2018](#efs25592-bib-0022){ref-type="ref"})Barley, malt sprouts10.38--Indicative[(b)](#efs25592-note-1034){ref-type="fn"} (Netherlands, [2018](#efs25592-bib-0022){ref-type="ref"})Barley, beer1\< 0.02--Indicative[(b)](#efs25592-note-1034){ref-type="fn"} (Netherlands, [2018](#efs25592-bib-0022){ref-type="ref"})Barley, brewer\'s yeast1\< 0.02--Indicative[(b)](#efs25592-note-1034){ref-type="fn"} (Netherlands, [2018](#efs25592-bib-0022){ref-type="ref"})Barley, flocs1\< 0.02--Indicative[(b)](#efs25592-note-1034){ref-type="fn"} (Netherlands, [2018](#efs25592-bib-0022){ref-type="ref"})Wheat, flour (type 550)10.33--Indicative[(b)](#efs25592-note-1034){ref-type="fn"} (Netherlands, [2018](#efs25592-bib-0022){ref-type="ref"})Wheat, whole meal flour10.78--Indicative[(b)](#efs25592-note-1034){ref-type="fn"} (Netherlands, [2018](#efs25592-bib-0022){ref-type="ref"})Wheat, bran10.88--Indicative[(b)](#efs25592-note-1034){ref-type="fn"} (Netherlands, [2018](#efs25592-bib-0022){ref-type="ref"})Wheat, germ10.42--Indicative[(b)](#efs25592-note-1034){ref-type="fn"} (Netherlands, [2018](#efs25592-bib-0022){ref-type="ref"})Wheat, middlings10.17--Indicative[(b)](#efs25592-note-1034){ref-type="fn"} (Netherlands, [2018](#efs25592-bib-0022){ref-type="ref"})Wheat, shorts10.37--Indicative[(b)](#efs25592-note-1034){ref-type="fn"} (Netherlands, [2018](#efs25592-bib-0022){ref-type="ref"})Wheat, gluten (dried)10.97--Indicative[(b)](#efs25592-note-1034){ref-type="fn"} (Netherlands, [2018](#efs25592-bib-0022){ref-type="ref"})Wheat, gluten feed meal10.49--Indicative[(b)](#efs25592-note-1034){ref-type="fn"} (Netherlands, [2018](#efs25592-bib-0022){ref-type="ref"})Wheat, starch (dried)10.04--Indicative[(b)](#efs25592-note-1034){ref-type="fn"} (Netherlands, [2018](#efs25592-bib-0022){ref-type="ref"})[^21][^22]

B.2.. Residues in livestock {#efs25592-sec-0033}
---------------------------

### B.2.1.. Nature of residues and methods of analysis in livestock {#efs25592-sec-0034}

#### B.2.1.1.. Metabolism studies, methods of analysis and residue definitions in livestock {#efs25592-sec-0035}

The residue definition for risk assessment as established in the framework of the MRL review apply to confirmatory data**.**

![](EFS2-17-e05592-g003.jpg "image")

#### B.2.1.2.. Stability of residues in livestock {#efs25592-sec-0036}

Not relevant for the current application.

### B.2.2.. Magnitude of residues in livestock {#efs25592-sec-0037}

#### B.2.2.1.. Summary of the residue data from livestock feeding studies {#efs25592-sec-0038}

Animal commodityResidues at the closet feeding level (mg/kg)Estimated value at 1N levelMRL proposal (mg/kg)CFSTMR (mg/kg)HR **(mg/kg)**MeanHighestSTMR~Mo~ (mg/kg)HR~Mo~ (mg/kg)**Poultry (all diets)**Closest feeding level[(a)](#efs25592-note-1036){ref-type="fn"}:0.068mg/kg bw0.9N Layer (highest diet)Meat[(b)](#efs25592-note-1037){ref-type="fn"}0.030.08Muscle0.0200.0200.0260.026**0.03**1.00.030.03Fat0.1650.1830.0320.309**0.3**1.00.030.31Liver0.0320.0530.0370.057**0.06**4.0[(c)](#efs25592-note-1038){ref-type="fn"}0.150.23**Poultry (layer only)**Closest feeding level[(a)](#efs25592-note-1036){ref-type="fn"}:0.068mg/kg bw0.9N LayerEggs[(d)](#efs25592-note-1039){ref-type="fn"}0.0220.0230.0430.046**0.05**1.5[(c)](#efs25592-note-1038){ref-type="fn"}0.060.07[^23][^24][^25][^26][^27]

B.3.. Consumer risk assessment {#efs25592-sec-0039}
------------------------------

![](EFS2-17-e05592-g004.jpg "image")

![](EFS2-17-e05592-g005.jpg "image")

B.4.. Recommended MRLs {#efs25592-sec-0040}
----------------------

Code[(a)](#efs25592-note-1042){ref-type="fn"}CommodityExisting MRL[(b)](#efs25592-note-1043){ref-type="fn"}Proposed MRLConclusion/recommendation**Enforcement residue definition:** Spinosad (spinosad, sum of spinosyn A and spinosyn D)[(F)](#efs25592-note-1044){ref-type="fn"}0241000Flowering brassica2 ([ft 1](#efs25592-note-1045){ref-type="fn"})0.8 (further risk management consideration required)The data gap identified by EFSA has been addressed. Based on the available data on broccoli and cauliflowers, a lower MRL of 0.5 mg/kg is derived for the SEU use on flowering brassica. It is highlighted that in the MRL review EFSA derived a MRL proposal of 0.8 mg/kg for the NEU use on flowering brassica, which was fully supported by data. Thus, data would justify the lowering of the existing MRL. According to the results of the risk assessment performed for the residue definitions derived under the MRL review, a risk for the consumers is unlikely. In the risk management discussion on the lowering of the current MRL, the following points should be noted: Member States may have granted authorisations for more critical uses than the ones assessed in this reasoned opinion which require maintaining the existing MRL of 2 mg/kg.The short‐term exposure calculated with the MRL of 2 mg/kg exceeds the ARfD derived in the framework of the process of renewal of spinosad (EU peer review) (117% of the ARfD for cauliflower and 132% of the ARfD for broccoli).A detailed risk assessment taking into account the residue trials supporting the authorised uses is therefore required0241010Broccoli2 ([ft 1](#efs25592-note-1045){ref-type="fn"})0241020Cauliflower2 ([ft 1](#efs25592-note-1045){ref-type="fn"})0241990Others flowering brassica2 ([ft 1](#efs25592-note-1045){ref-type="fn"})0252010Spinaches15 ([ft 2](#efs25592-note-1046){ref-type="fn"})Further risk management consideration requiredThe data gap identified by EFSA concerning investigation on the nature of residues of spinosad in processing products has been addressed. The current MRL of 15 mg/kg is sufficiently supported by data. A long‐term risk for the consumers is unlikely, considering the residue definition for risk assessment in plants and animals derived in the MRL review. Considering the ARfD derived recently in the framework of the process of renewal of spinosad (EU peer review), an acute intake concern was identified. Further risk management measures are recommended0270050Globe artichokes0.15 ([ft 1](#efs25592-note-1045){ref-type="fn"})0.15The data gap identified by EFSA has been addressed. The MRL is confirmed. According to the results of the risk assessment performed for the residue definitions derived under the MRL review, a risk for the consumers is unlikely0500000Cereals2 ([ft 2](#efs25592-note-1046){ref-type="fn"})2The data gap identified by EFSA concerning investigation on the nature of residues of spinosad in processing products has been addressed. The MRL is confirmed. According to the risk assessment performed for the residue definitions derived under the MRL review, a risk for the consumers is unlikely0500010Barley2 ([ft 2](#efs25592-note-1046){ref-type="fn"})20500020Buckwheat2 ([ft 2](#efs25592-note-1046){ref-type="fn"})20500030Maize/corn2 ([ft 2](#efs25592-note-1046){ref-type="fn"})20500040Common millet2 ([ft 2](#efs25592-note-1046){ref-type="fn"})20500050Oat2 ([ft 2](#efs25592-note-1046){ref-type="fn"})20500060Rice2 ([ft 2](#efs25592-note-1046){ref-type="fn"})20500070Rye2 ([ft 2](#efs25592-note-1046){ref-type="fn"})20500080Sorghum2 ([ft 2](#efs25592-note-1046){ref-type="fn"})20500090Wheat2 ([ft 2](#efs25592-note-1046){ref-type="fn"})20500990Others cereals2 ([ft 2](#efs25592-note-1046){ref-type="fn"})21016010Poultry, muscle0.2 ([ft 3](#efs25592-note-1047){ref-type="fn"})0.03 (further risk manager consideration required)The data gap identified by EFSA concerning a feeding study in poultry has been partially addressed. The new study was provided but it does not allow deriving conversion factors (CF) for risk assessment for poultry liver and eggs since the samples have not been analysed for the two metabolites included in the residue definition for risk assessment (i.e. *O*‐demethylated spinosyn D and *N*‐demethylated spinosyn D). According to the risk assessment performed for the residue definitions derived under the MRL review and the tentative CFs derived from the metabolism studies, a risk for the consumers is unlikely. The feeding study suggests to lower the existing MRLs for products of poultry origin. These proposals cover the CXLs for poultry fat (0.2 mg/kg) and eggs (0.01 mg/kg). Further risk management considerations needed, taking into account that the data gap was only partially addressed1016020Poultry, fat1 ([ft 3](#efs25592-note-1047){ref-type="fn"})0.3 (further risk manager consideration required)1016030Poultry, liver0.2 ([ft 3](#efs25592-note-1047){ref-type="fn"})0.06 (further risk manager consideration required)1016040Poultry, kidney0.02[\*](#efs25592-note-1041){ref-type="fn"}0.01[\*](#efs25592-note-1041){ref-type="fn"} (further risk manager consideration required)1016050Poultry, edible offal10.3 (further risk manager consideration required)1016990Poultry, other tissues0.02[\*](#efs25592-note-1041){ref-type="fn"}0.01[\*](#efs25592-note-1041){ref-type="fn"} (further risk manager consideration required)1030000Birds eggs0.2 ([ft 3](#efs25592-note-1047){ref-type="fn"})0.05 (further risk manager consideration required)0231020Sweet peppers/bell peppers2Further risk management consideration requiredEFSA confirms the previously derived recommendation (EFSA conclusion) to review of the MRLs for the mentioned commodities because a potential short‐term consumer health risk cannot be excluded, considering the recently derived ARfD0251020Lettuces100251030Escaroles/broad‐leaved endives100252030Chards/beet leaves150255000Witloofs/Belgian endives10[^28][^29][^30][^31][^32][^33][^34][^35]

Appendix C -- Pesticide Residue Intake Model (PRIMo) {#efs25592-sec-1003}
====================================================

Appendix D -- Input values for the exposure calculations {#efs25592-sec-1004}
========================================================

D.1.. Livestock dietary burden calculations {#efs25592-sec-0042}
-------------------------------------------

Not applicable.

D.2.. Input values for the exposure calculations {#efs25592-sec-0043}
------------------------------------------------

CommodityChronic risk assessmentAcute risk assessmentInput value (mg/kg)CommentInput value (mg/kg)CommentCitrus fruits0.01STMR × PeelF (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})0.01HR × PeelF (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Tree nuts0.03STMR (FAO, [2011](#efs25592-bib-0021){ref-type="ref"})0.05HR (FAO, [2011](#efs25592-bib-0021){ref-type="ref"})Pome fruits0.05STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})0.15HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Apricots, Peaches0.21STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})0.39HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Cherries, Plums0.03STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})0.11HR ((FAO, [2001](#efs25592-bib-0018){ref-type="ref"})Table, wine grapes0.08STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})0.39HR (FAO, [2004](#efs25592-bib-0019){ref-type="ref"})Strawberries0.12STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})0.24HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Blackberries0.35STMR (EFSA, [2012b](#efs25592-bib-0002){ref-type="ref"})0.58HR (EFSA, [2012b](#efs25592-bib-0002){ref-type="ref"})Dewberries0.14STMR (FAO, [2011](#efs25592-bib-0021){ref-type="ref"})0.42HR (FAO, [2011](#efs25592-bib-0021){ref-type="ref"})Raspberries0.35STMR (EFSA, [2012b](#efs25592-bib-0002){ref-type="ref"})0.58HR (EFSA, [2012b](#efs25592-bib-0002){ref-type="ref"})Other small fruits & berries0.34STMR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})0.66HR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})Table olives0.02STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})0.02HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Kiwi fruits0.02STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})0.05HR (FAO, [2001](#efs25592-bib-0018){ref-type="ref"})Passion fruit0.23STMR (FAO, [2011](#efs25592-bib-0021){ref-type="ref"})0.33HR (EFSA, [2011](#efs25592-bib-0800){ref-type="ref"})Bananas0.62STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})0.85HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Papayas0.21STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})0.23HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Potatoes0.02STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})0.02HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Radishes0.08STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})0.10HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Garlic, Onions, Shallots0.05STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})0.05HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Spring onions0.20STMR (FAO, [2011](#efs25592-bib-0021){ref-type="ref"})1.50HR (FAO, [2011](#efs25592-bib-0021){ref-type="ref"})Tomatoes, Aubergines0.25STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})0.57HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Peppers0.33STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})1.72HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Cucurbits, edible peel0.08STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})0.17HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Cucurbits, inedible peel0.14STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})0.64HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Sweet corn0.01STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})0.01HR (FAO, [2001](#efs25592-bib-0018){ref-type="ref"})Flowering brassica0.11STMR0.79HR (NEU, EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})0.27HR (SEU use)Head brassica0.27STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})1.1HR (FAO, [2001](#efs25592-bib-0018){ref-type="ref"})Chinese cabbage0.27STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})1.1HR (FAO, [2001](#efs25592-bib-0018){ref-type="ref"})Kale0.54STMR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})1.1HR (FAO, [2001](#efs25592-bib-0018){ref-type="ref"})Kohlrabies0.27STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})1.1HR (FAO, [2001](#efs25592-bib-0018){ref-type="ref"})Lamb\'s lettuces1.90STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})5.70HR (FAO, [2001](#efs25592-bib-0018){ref-type="ref"})Lettuces4.29STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})5.24HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Scarole (broad‐leaf endive)1.90STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})5.70HR (FAO, [2001](#efs25592-bib-0018){ref-type="ref"})Cresses, Land cresses1.90STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})5.70HR (FAO, [2001](#efs25592-bib-0018){ref-type="ref"})Rocket, rucola1.90STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})5.70HR (FAO, [2001](#efs25592-bib-0018){ref-type="ref"})Red mustard1.90STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})5.70HR (FAO, [2001](#efs25592-bib-0018){ref-type="ref"})Baby leaf crops4.90STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})8.02HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Spinaches4.90STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})8.02HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Beet leaves (chard)4.90STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})8.02HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Purslanes1.90STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})5.70HR (FAO, [2001](#efs25592-bib-0018){ref-type="ref"})Vine leaves1.90STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})5.70HR (FAO, [2001](#efs25592-bib-0018){ref-type="ref"})Water cress1.90STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})5.70HR (FAO, [2001](#efs25592-bib-0018){ref-type="ref"})Witloof1.90STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})5.70HR (FAO, [2001](#efs25592-bib-0018){ref-type="ref"})Chervil4.90STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})8.02HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Chives4.90STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})8.02HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Celery leaves4.90STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})8.02HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Parsley10.0STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})43.0HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Sage, Rosemary4.90STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})8.02HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Thyme, basil4.90STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})8.02HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Bay leaves (laurel)4.90STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})8.02HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Tarragon4.90STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})8.02HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Beans (with pods)0.07STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})0.12HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Legume vegetables, except beans with pods0.04STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})0.21HR (FAO, [2001](#efs25592-bib-0018){ref-type="ref"})Celeries0.65STMR (EFSA, [2012b](#efs25592-bib-0002){ref-type="ref"})1.98HR (EFSA, [2012b](#efs25592-bib-0002){ref-type="ref"})Fennel0.65STMR (EFSA, [2012b](#efs25592-bib-0002){ref-type="ref"})1.98HR (EFSA, [2012b](#efs25592-bib-0002){ref-type="ref"})Globe artichokes0.04STMR0.07HRLeeks0.07STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})0.17HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Soya beans0.01STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})0.01STMR (FAO, [2001](#efs25592-bib-0018){ref-type="ref"})Cotton seeds0.01STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})0.01STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Olives for oil production0.02STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})0.02STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Cereals0.70STMR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})0.95HR (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"})Swine meat0.21STMR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})0.33HR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})Swine fat0.89STMR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})1.36HR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})Swine liver0.34STMR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})0.61HR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})Swine kidney0.19STMR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})0.28HR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})Swine edible offal0.89STMR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})1.36HR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})Bovine meat[(a)](#efs25592-note-1049){ref-type="fn"}0.08STMR (FAO, [2011](#efs25592-bib-0021){ref-type="ref"})0.3MRL (FAO, [2011](#efs25592-bib-0021){ref-type="ref"})Bovine fat[(a)](#efs25592-note-1049){ref-type="fn"}0.08STMR (FAO, [2011](#efs25592-bib-0021){ref-type="ref"})3MRL (FAO, [2011](#efs25592-bib-0021){ref-type="ref"})Bovine liver[(a)](#efs25592-note-1049){ref-type="fn"}0.66STMR (FAO, [2011](#efs25592-bib-0021){ref-type="ref"})2MRL (FAO, [2011](#efs25592-bib-0021){ref-type="ref"})Bovine kidney[(a)](#efs25592-note-1049){ref-type="fn"}0.31STMR (FAO, [2011](#efs25592-bib-0021){ref-type="ref"})1MRL (FAO, [2011](#efs25592-bib-0021){ref-type="ref"})Bovine edible offal[(a)](#efs25592-note-1049){ref-type="fn"}0.66MRL (FAO, [2011](#efs25592-bib-0021){ref-type="ref"})3MRL (FAO, [2011](#efs25592-bib-0021){ref-type="ref"})Sheep, goat meat0.28STMR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})0.57HR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})Sheep, goat fat1.18STMR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})2.31HR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})Sheep, goat liver0.50STMR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})1.05HR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})Sheep, goat kidney0.30STMR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})0.46HR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})Sheep, goat edible offal1.18STMR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})2.31HR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})Horse meat0.28STMR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})0.57HR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})Horse fat1.18STMR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})2.31HR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})Horse liver0.50STMR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})1.05HR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})Horse kidney0.30STMR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})0.46HR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})Horse edible offal1.18STMR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})2.31HR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})Poultry meat0.03STMR0.08HRPoultry fat0.03STMR0.31HRPoultry liver0.15STMR (STMR~Mo~× CF (4))0.23HR (HR~Mo~× CF (4))Poultry kidney0.01LOQ0.01LOQPoultry edible offal0.03STMR (fat)0.31HR (fat)Milks0.13STMR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})0.13STMR (EFSA, [2013](#efs25592-bib-0003){ref-type="ref"})Birds' eggs0.06STMR (STMR~Mo~× CF (1.5))0.07HR (HR~Mo~× CF (1.5))[^36][^37]

Appendix E -- Used compound codes {#efs25592-sec-1005}
=================================

Code/trivial name[(a)](#efs25592-note-1051){ref-type="fn"}IUPAC name/SMILES notation/InChiKey[(b)](#efs25592-note-1052){ref-type="fn"}Structural formula[(c)](#efs25592-note-1053){ref-type="fn"}SpinosadSpinosad is a mixture of 50--95% spinosyn A and 50--5% spinosyn Dspinosyn A(2*R*,3a*S*,5a*R*,5b*S*,9*S*,13*S*,14*R*,16a*S*,16b*R*)‐2‐(6‐deoxy‐2,3,4‐tri‐*O*‐methyl‐α‐L‐mannopyranosyloxy)‐13‐(4‐dimethylamino‐2,3,4,6‐tetradeoxy‐β‐D‐erythropyranosyloxy)‐9‐ethyl‐2,3,3a,5a,5b,6,7,9,10,11,12,13,14,15,16a,16b‐hexadecahydro‐14‐methyl‐1*H*‐*as*‐indaceno\[3,2‐*d*\]oxacyclododecine‐7,15‐dione CN(C)\[C\@H\]1CC\[C@\@H\](O\[C@\@H\]1C)O\[C\@H\]6CCC\[C\@H\](CC)OC(=O)C\[C@\@H\]5C(=C\[C@\@H\]3\[C\@H\]5C=C\[C@\@H\]2C\[C\@H\](C\[C\@H\]23)O\[C@\@H\]4O\[C@\@H\](C)\[C\@H\](OC)\[C@\@H\](OC)\[C\@H\]4OC)C(=O)\[C@\@H\]6C SRJQTHAZUNRMPR‐UYQKXTDMSA‐N![](EFS2-17-e05592-g006.jpg "image")spinosyn B(2*R*,3a*S*,5a*R*,5b*S*,9*S*,13*S*,14*R*,16a*S*,16b*R*)‐2‐(6‐deoxy‐2,3,4‐tri‐*O*‐methyl‐α‐L‐mannopyranosyloxy)‐13‐(4‐methylamino‐2,3,4,6‐tetradeoxy‐β‐D‐erythropyranosyloxy)‐9‐ethyl‐2,3,3a,5a,5b,6,7,9,10,11,12,13,14,15,16a,16b‐hexadecahydro‐14‐methyl‐1*H*‐*as*‐indaceno\[3,2‐*d*\]oxacyclododecine‐7,15‐dione CN\[C\@H\]1CC\[C@\@H\](O\[C@\@H\]1C)O\[C\@H\]6CCC\[C\@H\](CC)OC(=O)C\[C@\@H\]5C(=C\[C@\@H\]3\[C\@H\]5C=C\[C@\@H\]2C\[C\@H\](C\[C\@H\]23)O\[C@\@H\]4O\[C@\@H\](C)\[C\@H\](OC)\[C@\@H\](OC)\[C\@H\]4OC)C(=O)\[C@\@H\]6C VESRDXZDAAOUHS‐KXRJSVEISA‐N![](EFS2-17-e05592-g007.jpg "image")spinosyn D(2*S*,3a*R*,5a*S*,5b*S*,9*S*,13*S*,14*R*,16a*S*,16b*S*)‐2‐(6‐deoxy‐2,3,4‐tri‐*O*‐methyl‐α‐L‐mannopyranosyloxy)‐13‐(4‐dimethylamino‐2,3,4,6‐tetradeoxy‐β‐D‐erythropyranosyloxy)‐9‐ethyl‐2,3,3a,5a,5b,6,7,9,10,11,12,13,14,15,16a,16b‐hexadecahydro‐4,14‐dimethyl‐1*H*‐*as*‐indaceno\[3,2‐*d*\]oxacyclododecine‐7,15‐dione CN(C)\[C\@H\]1CC\[C@\@H\](O\[C@\@H\]1C)O\[C\@H\]6CCC\[C\@H\](CC)OC(=O)C\[C@\@H\]5C(=C\[C@\@H\]3\[C\@H\]5C=C(C)\[C@\@H\]2C\[C\@H\](C\[C\@H\]23)O\[C@\@H\]4O\[C@\@H\](C)\[C\@H\](OC)\[C@\@H\](OC)\[C\@H\]4OC)C(=O)\[C@\@H\]6C RDECBWLKMPEKPM‐PSCJHHPTSA‐N![](EFS2-17-e05592-g008.jpg "image")Spinosin K(2*R*,3a*S*,5a*R*,5b*S*,9*S*,13*S*,14*R*,16a*S*,16b*R*)‐2‐(6‐deoxy‐2,3‐di‐*O*‐methyl‐α‐L‐mannopyranosyloxy)‐13‐(4‐dimethylamino‐2,3,4,6‐tetradeoxy‐β‐D‐erythropyranosyloxy)‐9‐ethyl‐2,3,3a,5a,5b,6,7,9,10,11,12,13,14,15,16a,16b‐hexadecahydro‐14‐methyl‐1*H*‐*as*‐indaceno\[3,2‐*d*\]oxacyclododecine‐7,15‐dione CN(C)\[C\@H\]1CC\[C@\@H\](O\[C@\@H\]1C)O\[C\@H\]6CCC\[C\@H\](CC)OC(=O)C\[C@\@H\]5C(=C\[C@\@H\]3\[C\@H\]5C=C\[C@\@H\]2C\[C\@H\](C\[C\@H\]23)O\[C\@H\]4O\[C@\@H\](C)\[C\@H\](O)\[C@\@H\](OC)\[C\@H\]4OC)C(=O)\[C@\@H\]6C JVXKZYLRDBNKCL‐YJJBMAGJSA‐N![](EFS2-17-e05592-g009.jpg "image")17‐pseudoaglycone spinosyn A(2*R*,3a*S*,5a*R*,5b*S*,9*S*,13*S*,14*R*, 15a*R*,16a*S*,16b*R*)‐2‐(6‐deoxy‐2,3,4‐tri‐*O*‐methyl‐α‐L‐mannopyranosyloxy)‐9‐ethyl‐13‐hydroxy‐2,3,3a,5a,5b,6,7,9,10,11,12,13,14,15,15a,16,16a,16b‐octadecahydro‐14‐methyl‐1*H*‐*as*‐indaceno\[3,2‐*d*\]oxacyclododecine‐7,15‐dione O=C5\[C\@H\](C)\[C@\@H\](O)CCC\[C\@H\](CC)OC(=O)C\[C@\@H\]4\[C\@H\]5C\[C@\@H\]2\[C\@H\]4C=C\[C@\@H\]1C\[C\@H\](C\[C\@H\]12)O\[C\@H\]3O\[C@\@H\](C)\[C\@H\](OC)\[C@\@H\](OC)\[C\@H\]3OC BVUYDKCNUTWSHZ‐MLASGGABSA‐N![](EFS2-17-e05592-g010.jpg "image")17‐pseudoaglycone spinosyn D(2*S*,3a*R*,5a*S*,5b*S*,9*S*,13*S*,14*R*, 15a*R*,16a*S*,16b*S*)‐2‐(6‐deoxy‐2,3,4‐tri‐*O*‐methyl‐α‐L‐mannopyranosyloxy)‐9‐ethyl‐13‐hydroxy‐2,3,3a,5a,5b,6,7,9,10,11,12,13,14,15,15a,16,16a,16b‐octadecahydro‐4,14‐dimethyl‐1*H*‐*as*‐indaceno\[3,2‐d\]oxacyclododecine‐7,15‐dione O=C5\[C\@H\](C)\[C@\@H\](O)CCC\[C\@H\](CC)OC(=O)C\[C@\@H\]4\[C\@H\]5C\[C@\@H\]2\[C\@H\]4C=C(C)\[C@\@H\]1C\[C\@H\](C\[C\@H\]12)O\[C\@H\]3O\[C@\@H\](C)\[C\@H\](OC)\[C@\@H\](OC)\[C\@H\]3OC XGERXWGPCWNBGV‐JDAWHBOVSA‐N![](EFS2-17-e05592-g011.jpg "image")***O*** **‐demethylated spinosyn D** (*O*‐demethyl spinosyn D)(2*S*,3a*R*,5a*S*,5b*S*,9*S*,13*S*,14*R*,16a*S*,16b*S*)‐2‐(6‐deoxy‐2,4‐di‐*O*‐methyl‐α‐L‐mannopyranosyloxy)‐13‐(4‐dimethylamino‐2,3,4,6‐tetradeoxy‐β‐D‐erythropyranosyloxy)‐9‐ethyl‐2,3,3a,5a,5b,6,7,9,10,11,12,13,14,15,16a,16b‐hexadecahydro‐4,14‐dimethyl‐1*H*‐*as*‐indaceno\[3,2‐*d*\]oxacyclododecine‐7,15‐dione CN(C)\[C\@H\]1CC\[C@\@H\](O\[C@\@H\]1C)O\[C\@H\]1CCC\[C\@H\](CC)OC(=O)C\[C@\@H\]2C(=C\[C@\@H\]3\[C\@H\]2C=C(C)\[C@\@H\]2C\[C\@H\](C\[C\@H\]23)O\[C@\@H\]2O\[C@\@H\](C)\[C\@H\](OC)\[C@\@H\](O)\[C\@H\]2OC)C(=O)\[C@\@H\]1C OGERNURWPFGCDC‐VLBVROKKSA‐N![](EFS2-17-e05592-g012.jpg "image")***N*** **‐demethylated spinosyn D** (*N*‐demethyl spinosyn D)(2*S*,3a*R*,5a*S*,5b*S*,9*S*,13*S*,14*R*,16a*S*,16b*S*)‐2‐(6‐deoxy‐2,3,4‐tri‐*O*‐methyl‐α‐L‐mannopyranosyloxy)‐13‐(4‐methylamino‐2,3,4,6‐tetradeoxy‐β‐D‐erythropyranosyloxy)‐9‐ethyl‐2,3,3a,5a,5b,6,7,9,10,11,12,13,14,15,16a,16b‐hexadecahydro‐4,14‐dimethyl‐1*H*‐*as*‐indaceno\[3,2‐*d*\]oxacyclododecine‐7,15‐dione CN\[C\@H\]1CC\[C@\@H\](O\[C@\@H\]1C)O\[C\@H\]6CCC\[C\@H\](CC)OC(=O)C\[C@\@H\]5C(=C\[C@\@H\]3\[C\@H\]5C=C(C)\[C@\@H\]2C\[C\@H\](C\[C\@H\]23)O\[C@\@H\]4O\[C@\@H\](C)\[C\@H\](OC)\[C@\@H\](OC)\[C\@H\]4OC)C(=O)\[C@\@H\]6C XZDDTAKXLUVBPD‐VLBVROKKSA‐N![](EFS2-17-e05592-g013.jpg "image")[^38][^39][^40][^41]

The structural formula of the parent compound and its major components and metabolites is reported in Appendix [E](#efs25592-sec-1005){ref-type="sec"}.

Regulation (EC) No 396/2005 of the Parliament and of the Council of 23 February 2005 on maximum residue levels of pesticides in or on food and feed of plant and animal origin and amending Council Directive 91/414/EEC. OJ L 70, 16.3.2005, p. 1--16.

Commission Regulation (EU) 2015/603 of 13 April 2015 amending Annexes II, III and V to Regulation (EC) No 396/2005 of the European Parliament and of the Council as regards maximum residue levels for 2‐naphthyloxyacetic acid, acetochlor, chloropicrin, diflufenican, flurprimidol, flutolanil and spinosad in or on certain products. OJ L 100, 17.4.2015, p. 10--59.

Commission Regulation (EU) No 544/2011 of 10 June 2011 implementing Regulation (EC) No 1107/2009 of the European Parliament and of the Council as regards the data requirements for active substances. OJ L 155, 11.6.2011, p. 1--66.

Commission Regulation (EU) No 546/2011 of 10 June 2011 implementing Regulation (EC) No 1107/2009 of the European Parliament and of the Council as regards uniform principles for evaluation and authorisation of plant protection products. OJ L 155, 11.6.2011, p. 127--175.

Data gap number 5: Studies about the nature of residues in processed commodities.

Data gap number 3: Two additional residues trials performed on cauliflowers supporting the southern outdoor GAP on cauliflowers and broccoli.

Data gap number 4: Four residue trials supporting the northern outdoor GAP on globe artichokes.

Data gap number 6: A poultry feeding study in order to derive appropriate MRLs and conversion factors for this group of livestock.

[^1]: MRL: maximum residue level; SEU: southern Europe; NEU: northern Europe; ARfD: acute reference dose; CXL: Codex maximum residue limit.

[^2]: \* Indicates that the MRL is set at the limit of analytical quantification (LOQ).

[^3]: a Commodity code number according to Annex I of Regulation (EC) No 396/2005.

[^4]: b Existing EU MRL and corresponding footnote on confirmatory data.

[^5]: f Fat‐soluble.

[^6]: ft 1 The European Food Safety Authority identified some information on residue trials as unavailable. When reviewing the MRL, the Commission will take into account the information referred to in the first sentence, if it is submitted by 17 April 2017, or, if that information is not submitted by that date, the lack of it (Footnote related to data gap Nos 3 and 4).

[^7]: ft 2 The European Food Safety Authority identified some information on the nature of residues in processed commodities as unavailable. When reviewing the MRL, the Commission will take into account the information referred to in the first sentence, if it is submitted by 17 April 2017, or, if that information is not submitted by that date, the lack of it (Footnote related to data gap No 5).

[^8]: ft 3 The European Food Safety Authority identified some information on feeding studies as unavailable. When reviewing the MRL, the Commission will take into account the information referred to in the first sentence, if it is submitted by 17 April 2017, or, if that information is not submitted by that date, the lack of it (Footnote related to data gap No 6).

[^9]: GAP: Good Agricultural Practice; NEU: northern European Union; SEU: southern European Union; MS: Member State; a.s.: active substance; SC: suspension concentrate; MRL: maximum residue level.

[^10]: a Outdoor or field use (F), greenhouse application (G) or indoor application (I).

[^11]: b CropLife International Technical Monograph no 2, 6th Edition. Revised May 2008. Catalogue of pesticide formulation types and international coding system.

[^12]: c Growth stage range from first to last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN 3‐8263‐3152‐4), including, where relevant, information on season at time of application.

[^13]: d PHI: minimum preharvest interval.

[^14]: e A typo was spotted for the upper range of the BBCH growth stage (reported as "99") in the GAP table of the reasoned opinion on the review of the existing MRLs for spinosad (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"}).

[^15]: MRL: maximum residue level; GAP: Good Agricultural Practice; PHI: preharvest interval.

[^16]: a NEU: Outdoor trials conducted in northern Europe, SEU: Outdoor trials conducted in southern Europe, Indoor: indoor EU trials or Country code: if non‐EU trials.

[^17]: b Highest residue. The highest residue for risk assessment refers to the whole commodity and not to the edible portion.

[^18]: c Supervised trials median residue. The median residue for risk assessment refers to the whole commodity and not to the edible portion.

[^19]: d Supervised trials median residue according to the residue definition for monitoring.

[^20]: e Both Applicant and RMS could not retrieve the residue trial on cauliflowers supporting the value of 1.12 mg/kg reported during the MRL review (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"}). Assuming it was an error, the value has been excluded from the data set.

[^21]: a Two trials with grains treated post‐harvest and processed at the same time and in the same location were considered as not independent (Netherlands, [2018](#efs25592-bib-0022){ref-type="ref"}). The mean value of the two trials is reported. Samples analysed for spinosyn A and spinosyn D only.

[^22]: b An indicative PF is derived due to the limited data set.

[^23]: STMR: supervised trials median residue; HR: highest residue; MRL: maximum residue level; CF: conversion factor; bw: body weight; Mo: monitoring.

[^24]: a Closest feeding level and N dose rate related to the maximum dietary burden.

[^25]: b The median and highest residue values were calculated considering 90% of the residue derived for muscle and 10% of the residue derived for fat (FAO, [2009](#efs25592-bib-0020){ref-type="ref"}).

[^26]: c Tentative conversion factors for risk derived from the metabolism study on laying hens (EFSA, [2012a](#efs25592-bib-0001){ref-type="ref"}).

[^27]: d Highest residue level from at day 35 for laying hens.

[^28]: MRL: maximum residue level; SEU: southern Europe; NEU: northern Europe; ARfD: acute reference dose; CXL: Codex maximum residue limit.

[^29]: \* Indicates that the MRL is set at the limit of analytical quantification (LOQ).

[^30]: a Commodity code number according to Annex I of Regulation (EC) No 396/2005.

[^31]: b Existing EU MRL and corresponding footnote on confirmatory data.

[^32]: f Fat‐soluble.

[^33]: ft 1 The European Food Safety Authority identified some information on residue trials as unavailable. When reviewing the MRL, the Commission will take into account the information referred to in the first sentence, if it is submitted by 17 April 2017, or, if that information is not submitted by that date, the lack of it (Footnote related to data gap Nos 3 and 4).

[^34]: ft 2 The European Food Safety Authority identified some information on the nature of residues in processed commodities as unavailable. When reviewing the MRL, the Commission will take into account the information referred to in the first sentence, if it is submitted by 17 April 2017, or, if that information is not submitted by that date, the lack of it (Footnote related to data gap No 5).

[^35]: ft 3 The European Food Safety Authority identified some information on feeding studies as unavailable. When reviewing the MRL, the Commission will take into account the information referred to in the first sentence, if it is submitted by 17 April 2017, or, if that information is not submitted by that date, the lack of it (Footnote related to data gap No 6).

[^36]: STMR: supervised trials median residue; HR: highest residue; MRL: maximum residue level; PeelF: peeling factor; CF: conversion factor; NEU: northern Europe; LOQ: limit of quantification; Mo: monitoring.

[^37]: a The MRL accommodates external animal treatment in cattle (FAO, [2004](#efs25592-bib-0019){ref-type="ref"}).

[^38]: IUPAC: International Union of Pure and Applied Chemistry; SMILES: simplified molecular‐input line‐entry system; InChiKey: International Chemical Identifier Key.

[^39]: a The metabolite name in bold is the name used in the conclusion.

[^40]: b ACD/Name 2015 ACD/Labs 2015 Release (File version N20E41, Build 75170, 19 December 2014).

[^41]: c ACD/ChemSketch 2015 ACD/Labs 2015 Release (File version C10H41, Build 75059, 17 December 2014).
